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the international application in the language in which it was filed. 

a translation of the international application into which is the language of a 

translation furnished for the purposes of international search (Rules 12.3(a) and 23.1(b)). 



2 - □ 
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to this Authority under Rule 91 (Rule 43bis. 1(a)) 



3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, this opinion has been 
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a. type of material 
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□ 

□ 



b. format of material 
on paper 

in electronic form 
of filing/furnishing 

contained in the international application as filed 
filed together with the international application in electronic form 
furnished subsequently to this Authority for the purposes of search 

4- □ In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been 
filed or furnished, the required statements that the information in the subsequent or additional copies is identical to that 
in the application as filed or does not go beyond the application as filed, as appropriate, were furnished. 



□ 
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c. time 
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□ 
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1 . Statement 



Novelty (N) 


Claims 


2, 4, 7, 8, 10, 12, 13, 16 


YES 


Claims 


1, 3, 5, 6, ,9, 11, 14, 15 


NO 


Inventive step (IS) 


Claims 


None 


YES 


Claims 


1-16 


NO 


Industrial applicability (I A) 


Claims 


1-16 


YES 


Claims 


None 


NO 



2. Citations and explanations: 

Claims 1 , 3, 5, 6, 9, 11, 14 and 1 5 lack novelty under PCT Article 33(2) as being anticipated by Ek. 

Regarding claim 1, Ek discloses (embodiment shown in Figs. 16 and 17) a method for preparing an implant site in bone (abstract), 
comprising: establishing a first working axis extending from said bone (Fig. 16, 616); establishing a second working axis extending from 
said bone, said second working axis is displaced from said first working axis (Fig. 16, 614); creating a first socket in said bone by reaming 
about said first working axis; and creating a second socket in said bone, adjacent said first socket, by reaming about said second working 
axis (Para. 101, The working axis, or working axes may be established by drilling holes into the articular surface 612 guided by the drill 
bushing.). 

Regarding claim 3, Ek discloses the method of claim 1, wherein said first and second working axes are established by placing a guide 
block onto the surface of the bone such that at least two opposing points of the guide blocks contact said bone (Fig. 17, where guide block 
602 is atop the bone surface), said guide block having first and second bores therein defining the location of said first and second working 
axes with respect to said bone (Fig. 17, where bores and respective axes can be seen originating at 614 and 616). 

Regarding claim 5, Ek discloses the method of claim 1, further comprising: advancing a centering shaft into and extending from said bone 
along said first working axis (Fig. 10, 12; Para. 99, where the guide rode extends through an axis from originating from the bone); 
measuring a plurality of points from a fixed position along said centering shaft to said bone, said plurality of point indicative of the 
curvature of said bone in at least one plane (Para. 131, The geometry or curvature of the overlapping implant portions may be based on 
the articular surface being replaced, e.g. based on data collected using measuring or mapping techniques. Further, Para. 106, the guide 
rod and or the cutting instrument may include indicia representative of a cutting depth. According to such an embodiment, the depth of the 
first excision site may be controlled with reference to such indicia.); and selecting, based on said plurality of points, an implant having a 
bone-facing surface and a load-bearing surface that substantially matches said curvature of said bone (Para. 121, the implant may be 
configured to have a bearing surface that may approximate the geometry or curvature of the articular surface being replaced by the 
implant.) 

Regarding claim 6, Ek discloses the method of claim 5, further comprising: selecting a guide block having a curvature based on said 
plurality of points (Fig. 17, where guide body 602 is fitted to the curvature of the bone); advancing said guide block to said bone about said 
first working axis, said guide block comprising at least two opposing points configured to contact said bone at different locations and first 
and second bores therein defining the location of said first and second working axes with respect to said bone (Fig. 17, where the guide 
body 602 comprises two opposing points with corresponding working axes on different locations of the bone). 

Regarding claim 9, Ek discloses the method of claim 1, further comprising: advancing a cannulated drill guide to contact said bone (Para. 
75, Fig. 24, drill guide 200b; Para. 106, in excising or cutting the bone a cutting blade, or more than one cutting blades, may be provided 
extending from a cannulated shaft. The cannulated shaft may be sized to be rotatably received over the guide rod), said canuiated drill 
guide comprising a cannulated handle (Fig. 24, seen at element 10c) and a first arcuate tip section removably coupled to a distal end of 
said cannulated handle (seen in fig. 24), said first arcuate tip section comprising first and second bone contacting points and a bore 
aligned with a lumen of said cannulated handle (seen in fig. 24 where contacting points align with the handle and the tips arcuately 
contacts the bone), wherein said first working axis is defined extending from said bone through said bore and said lumen (fig. 16, 616); 
and installing a first guide pin into said bone through said lumen and said bore and along said first working axis (Para. 96, A guide pin may 
be inserted into the articular surface along the reference axis.) 

Regarding claim 11, Ek discloses the method of claim 9, further comprising: removably coupling a guide block onto said distal end of said 
cannulated handle said guide block comprising a body portion having a curvature based on at least one said depth measurement (Para. 
99, The boss extending from the drill guide body may with, the location element to position the drill guide at a predetermined height 
relative to the articular surface, based on the height of the location element relative to the articular surface), first and second bone 
contacting points, a first bore aligned with a lumen of said cannulated handle, and a second bore spaced apart from said first bore, said 
second bore defining said second working axis (Fig. 17, axes and bores seen at 606 and 604); advancing said guide block and cannulated 
handle over said first guide pin; and installing a second guide pin into said bone through said second bore and along said second working 
axis (Para. 96, where both bores may be received in a lumen of a cored, or cannulated, drill bit. The cored drill bit may be used to form a 
pilot hole centered on the guide pin and extending into the articular surface 612.). 

(Continued in Supplemental Box) 
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Regarding claim 14, Ek discloses the method of claim 11, further comprising: advancing a cannulated tap over said first guide pin and into 
said bone to tap area of bone surrounding said first guide pin; advancing a tapered post over said first guide pin into the tapped area of 
bone to secure said tapered post into said bone (Para. 113, The tapered post fixation feature of the implant may be pressed into the 
tapered socket to provide a secure frictional engagement therebetween.). 

Regarding claim 15, Ek discloses the method of claim 14, further comprising: selecting an implant comprising a load-bearing surface that 
substantially matches said curvature of said bone and having a curvature based on at least one said depth measurement, said implant is 
dimensioned to fit within, at least, said first and second sockets (Para. 131, The geometry or curvature of the overlapping implant portions 
may be based on the articular surface being replaced, e.g. based on data collected using measuring or mapping techniques. Further, Para. 
106, the guide rod and or the cutting instrument may include indicia representative of a cutting depth. According to such an embodiment, 
the depth of the first excision site may be controlled with reference to such indicia.); said implant also comprising a bone-facing surface 
(Para. 132 bone-facing surfaces) comprising a recess configured to mate with the taper of said tapered post; installing said implant into 
said first and second sockets by mating said recess with said tapered post (Para. 106, precision tapered socket). 



Claims 2, 12, and 13 lack an inventive step under PCT Article 33(3) as being obvious over Ek, in view of Sanford et al. (herein after 
referred to as Sanford). 

Regarding claim 2, Ek discloses the method of claim 1. Ek does not disclose wherein said first and second working axes are established, 
in part, by advancing first and second guide pins into said bone, said guide pins extending from said bone. 

Sanford, however, teaches an implant site for a bone (Fig. 19, 72) wherein a first and second working axes are established, in part, by 
advancing first (Fig. 1, 34) and second (Fig. 1, 40) guide pins into said bone, said guide pins extending from said bone (Fig. 19, where pins 
34 and 40 are extending from bone 72). At the time of the invention it would have been obvious to one skilled in the art to include the first 
and second guide pins taught by Sanford in the method of Ek. The motivation for doing so would be to established increased support for 
the implant during and after the procedure. 

Regarding claim 12, Ek discloses the method of claim 11, further comprising: removably coupling a cannulated bushing into said second 
bore prior to installing said guide pin (Para. 112 The pin or rod may be sized to be received in the holes in the articular surface 612 
provided using the drill guide 600. An excision site may be formed by inserted a distal end of the pin or rod in a hole associated with a 
working axis 614, or 616 and rotating the cutting instrument with in the hole, the hole in the articular surface may serve as a bushing for the 
cutting instrument.). Ek does not disclose a second guide pin. 

Sanford, however, teaches an implant site for a bone (Fig. 19, 72) wherein a first and second working axes are established, in part, by 
advancing first (Fig. 1, 34) and second (Fig. 1, 40) guide pins into said bone, said guide pins extending from said bone (Fig. 19, where pins 
34 and 40 are extending from bone 72). At the time of the invention it would have been obvious to one skilled in the art to include the first 
and second guide pins taught by Sanford in the method of Ek. The motivation for doing so would be to established increased support for 
the implant during and after the procedure. 

Regarding claim 13, Ek discloses the method of claim 11, further comprising: advancing a reamer over said guide pin and rotating said 
reamer about said guide pin to create said socket in said bone (Para. 1 12, A cutting instrument, as described with respect to the foregoing 
embodiments, may be used in combination with the guide pins, or guide rods, associated with each working axis 614, 616 to excise a 
portion of the articular surface 612 and underlying subchondral bone.). Ek does not disclose wherein the reamer is advanced over a 
second guide pin. 

Sanford, however, teaches an implant site for a bone (Fig. 19, 72) wherein a second working axis is established, in part, by advancing first 
(Fig. 1, 34) and second (Fig. 1, 40) guide pins into said bone, said guide pins extending from said bone (Fig. 19, where pins 34 and 40 are 
extending from bone 72). At the time of the invention it would have been obvious to one skilled in the art to include the second guide pin 
taught by Sanford in the method of Ek. The motivation for doing so would be to established increased support for the implant during and 
after the procedure. 

Claims 7, 8 , 10 and 16 lack an inventive step under PCT Article 33(3) as being obvious over Ek, in view of Winslow. 

Regarding claim 7, Ek discloses the method of claim 5. Ek does not disclose the method further comprising: advancing a sizing trial 
implant into, at least in part, said first and second sockets , said sizing trial implant having a curvature of at least one surface thereof based 
on said plurality of points; and confirming that said sizing trial implant fits within said first and second sockets. 

Winslow does however teach implantation of prosthetic bone (abstract) comprising advancing a sizing trial implant into, at least in part, 
said first and second sockets (para. 28, where the trial implant in position in the implant site), said sizing trial implant having a curvature of 
at least one surface thereof based on said plurality of points; and confirming that said sizing trial implant fits within said first and second 
sockets (para. 29, where the trial implant is sized to properly fit and determine the location and position of the implant). 

At the time of the invention it would have been obvious to one skilled in the art to include the measuring of the implant site as taught by 
Winslow in the method of Ek. The motivation for doing so would be to properly deduce the position and size of the actual implant prior to 
implantation, which would assist in avoiding complications. 

Regarding claim 8 , Ek discloses the method of claim 5. Ek does not disclose further comprising: applying bone adhesive to said implant; 
and installing said implant, at least in part, into said first and second sockets in the bone. 

Winslow does however teaches an implantation of prosthetic bone (abstract) further comprising: applying bone adhesive to said implant; 
and installing said implant, at least in part, into said first and second sockets in the bone (para. 24). At the time of the invention it would 
have been obvious to one skilled in the art to include the bone cement taught by Winslow in the method of Ek. The motivation for doing so 
would be to properly affix the implant to the implant site. 

(Continued in Supplemental Box) 
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Regarding claim 10, Ek discloses the method of claim 9, further comprising: advancing a cannulated bone centering shaft over said first 
guide pin (Para. 96, the guide pin may be received in a lumen of a cored, or cannulated, drill bit, which is part of the centering shaft, 1 0), 
said bone centering shaft comprising a cannulated tap portion and a cannulated shaft, a shoulder portion between said tap portion and 
said shaft, and at least one visual marker on said cannulated shaft (Para. 106, the guide rod and or the cutting instrument may include 
indicia representative of a cutting depth), driving said tap portion into said bone to a predetermined depth; advancing a cannulated contact 
probe over said centering shaft, said contact probe comprising an outrigger extending radially from a cannulated shaft, said outrigger 
comprising a contact point (Para. 94 “contact features”), and a handle comprising visual measuring indicia configured to align with said 
visual marker, wherein said visual measuring indicia and said visual marker configured to visually display a depth of said contact point 
when said contact point is advanced to contact said bone (Para. 106, the guide rod and or the cutting instrument may include indicia 
representative of a cutting depth); and advancing a first reamer over said centering shaft and rotating said reamer about said centering 
shaft to create said first socket in said bone (Para. 112, A cutting instrument, as described with respect to the foregoing embodiments, may 
be used in combination with the guide pins, or guide rods, associated with each working axis 614, 616 to excise a portion of the articular 
surface 612 and underlying subchondral bone.). Ek does not disclose determining a plurality of depth measurements in at least one plane 
and determining a curvature based on at least one said depth measurement. 

Winslow, however, teaches an implantation of prosthetic bone (abstract) comprising determining a plurality of depth mesurements in 
sizing trial implant having a curvature of at least one surface thereof based on said plurality of points; and confirming that said sizing trial 
implant fits within implant site (para. 29, where the trial implant is sized to properly fit and determine the location and position of the 
implant). At the time of the invention it would have been obvious to one skilled in the art to include the measuring of the implant site as 
taught by Winslow in the method of Ek. The motivation for doing so would be to properly deduce the position and size of the actual implant 
prior to implantation, which would assist in avoiding complications. 

Regarding claim 16, Ek discloses the method of claim 15. Ek does not disclose further comprising: applying adhesive to said bone-facing 
surface prior to said installing said implant. 

Winslow does however teach applying adhesive to bone-facing surface prior to said installing said implant (para. 24). At the time of the 
invention it would have been obvious to one skilled in the art to include the bone cement taught by Winslow in the method of Ek. The 
motivation for doing so would be to properly affix the implant to the implant site. 



Claim 4 lacks an inventive step under POT Article 33(3) as being obvious over Ek, in view of Grimes. 

Regarding claim 4, Ek discloses the method of claim 1, further comprising: establishing a third working axis extending from said bone, said 
third working axis is displaced from said first and second working axes; and creating a third socket in said bone, adjacent said first and 
second sockets, by reaming about said third working axis (Para. 92, a plurality of working axes may be established, a drill guide may be 
employed to create the plurality of axes having a desired predetermined relationship to one another. The axes may be created extending 
arcuately around at least a portion of the articular surface of the femur.) Ek does not disclose a third axis displaced from said first and 
second working axes. 

Grimes does however teach method for implantation (para. 169) comprising a third axis (para. 171, third axis). At the time of the invention 
it would have been obvious to one skilled in the art to include a third axis as taught by Grimes in the method of Ek. The motivation for 
doing so would be to provide an additional direction in which to work with and implant the prosthetic implant. 

Claims 1-16 meet the criteria set out in PCT Article 33(4), and thus have] industrial applicability because the subject matter claimed can be 
made or used in industry. 
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